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DETAILED ACTION 

Claims 1, 9-10, 12-13, 17-24 and 28-30 are pending in the application. 
The previous rejections have been overcome. 

The finality of the previous Office Action is hereby removed in order to 
present the following rejection: 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1 , 9-10, 12-13, 17-24 and 28-30 are rejected under 35 U.S.C. 112, first 
paragraph, because the specification, while being enabling for a method for treating skin 
photo damage, does not reasonably provide enablement for reversing skin photo 
damage. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to use the invention commensurate 
in scope with these claims. 
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The factors to be considered in determining whether undue experimentation is 
required are summarized In re Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
The court in Wands states: "Enablement is not precluded by the necessity for some 
experimentation such as routine screening. However, experimentation needed to 
practice the invention must not be undue experimentation. The key word is 'undue,' not 
'experimentation.' " (Wands, 8 USPQ2d 1404). Clearly, enablement of a claimed 
invention cannot be predicated on the basis of quantity of experimentation required to 
make or use the invention. "Whether undue experimentation is needed is not a single, 
simple factual determination, but rather is a conclusion reached by weighing many 
factual considerations." (Wands, 8 USPQ2d 1404). The factors to be considered in 
determining whether undue experimentation is required include: (1) the quantity of 
experimentation necessary, (2) the amount or direction or guidance presented, (3) the 
presence or absence of working examples, (4) the nature of the invention, (5) the state 
of the prior art, (6) the relative skill of those in the art, (7) the predictability or 
unpredictability of the art, and (8) the breadth of the claims. While all of these factors 
are considered, a sufficient amount for a prima facie case are discussed below. 

Inventions targeted for human therapy bear a heavy responsibility to provide 
supporting evidence because of the unpredictability in biological responses to 
therapeutic treatments. The standard of enablement is higher for such inventions 
because effective treatments for disease conditions are relatively rare, and may be 
unbelievable in the absence of strong supporting evidence. Claims drawn to 
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pharmaceutical^ acceptable compositions and to methods of administering compounds 
to humans generally require supporting evidence because of the unpredictability in 
biological responses to therapeutic treatments. 



It has been newly deemed that the claims are not enabled for their entire scope. 
Specifically, it has not been demonstrated in the Instant specification where the 
composition of the invention has actually 'reversed' sun damage. 

Wands requires that one consider the number of working examples presented in 
the instant specification. It is noted that there in not a single example in the instant 
specification, working or prophetic, wherein the composition of the Instant claims 
actually reversed sun damage. Since there are no working examples, then one must 
consider the guidance provided by the instant specification and the prior art of record. 
The instant specification provides absolutely no guidance as why or how E. officinalis 
would actually reverse sun damage which is broad enough to include wrinkles, sun 
burn, age spots and even melanoma. The instant specification provides no working 
examples and no guidance that would permit and artisan to practice the invention 
commensurate with the scope of the instant claims. 



What is known in the art is that skin that has been damaged, and especially 
severely damaged due to overexposure to the sun's UV rays, is very difficult to return to 
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its normal state. Intensive skin repair methods such as peels or laser resurfacing are 
often needed in order to restore the skin back to normal (see Chaudhuri, A, 2003, 
Abstract for example). 



In re Fisher, 427 F.2d 833, 166 USPQ 18 (CCPA 1970), held that: 

"Inventor should be allowed to dominate future patentable inventions of others where those 
inventions were based in some way on his teachings, since such improvements while 
unobvious from his teachings, are still within his contribution, since improvement was made 
possible by his work; however, he must not be permitted to achieve this dominance by 
claims which are insufficiently supported and, hence, not in compliance with first 
paragraph of 35 U.S.C. 112; that paragraph requires that scope of claims must bear a 
reasonable correlation to scope of enablement provided by specification to persons of 
ordinary skill in the art; in cases involving predictable factors, such as mechanical or 
electrical elements, a single embodiment provides broad enablement in the sense that, once 
imagined, other embodiments can be made without difficulty and their performance 
characteristics predicted by resort to known scientific law; in cases involving unpredictable 
factors, such as most chemical reactions and physiological activity, scope of enablement 
varies inversely with degree of unpredictability of factors involved." (emphasis added) 



Thus, it would require undue trial and error experimentation, without a 
reasonable expectation of success for the skilled artisan to use the product of the 
Instant disclosure to treat any cancers for the reasons set forth supra. 



No Claims are allowed 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Patricia Leith whose telephone number is (571) 272- 
0968. The examiner can normally be reached on Monday - Thursday 8:30am-5:00pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terry McKelvey can be reached on (571) 272-0775. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Patricia Leith 
Primary Examiner 



March 22, 2006 




